This document provides supplement guidance on specifications for the development and implementation of studies to validate the performance characteristics of quantitative ELISA methods for the determination of food allergens. It is intended as a companion document to the "AOAC Official Methods of Analysis Appendix D: Guidelines for Collaborative Study Procedures to Validate Characteristics of a Method of Analysis" www.aoac.org [1] (1). The guidance is divided into two sections: information to be provided by the method developer on various characteristics of the method, and implementation of a multi-laboratory validation study. Certain criteria included in the guidance are allergen-specific. Two food allergens: egg and milk are used to demonstrate the criteria guidance. These recommendations will be the basis of the harmonized validation protocol for any food allergen ELISA method, whether proprietary or nonproprietary, that will be submitted to AOAC and/or regulatory authorities or other bodies for status recognition. It should be noted that regulatory authorities may have their own particular requiretments for data packages in addition to the guidance in this document. Future work is planned for the implementation and validation of this guidance. This future work will also inclkude guidance specific to other priority allergens URI:
